
DEPART-MENf OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

Mr. Hui Fen Li 
President 
New York Healthy Herbs, Inc. 
135-23 40th Road 
Suite 2F 
Flushing, New York 11354 

Dear Mr. Li: 

This is in response to your letter of September 15,2002 to the Food and Drug 
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the 
Federal Food, Drug, and Cosmetic Act (the Act)). Your submission states that New 
York Healthy Herbs, Inc. intends to market as a dietary supplement a product named 
Youth Plus. This letter is to advise you that this product appears to be adulterated 
under the Federal Food, Drug, and Cosmetic Act (the Act) and if adulterated, may 
not be lawfully marketed in the United States. 

The product Youth Plus contains human placenta. Human placenta is not a dietary 
ingredient under section 201 (fI!)( 1) of the Act. It is not a vitamin, a mineral, an herb 
or botanical, or an amino acid (section 20l(ff)(l)(A-D) of the Act), nor is it a 
concentrate, metabolite, constituent, extract, or combination of any ingredient above 
(section 20 1 (fI)( l)(F) of the Act). It also is not a “dietary substance for use by man 
to supplement the diet by increasing the total dietary intake (section 201 (ff)( l)(E) of 
the Act), nor is it a concentrate, metabolite, constituent, extract, or combination of 
any dietary ingredient. Human placenta also is not a food under section 201(f) of the 
Act. Given that human tissue is not “food” or a “dietary ingredient,” and that it may 
transmit human disease, a dietary supplement that contains it is adulterated under the 
Act (sections 402(a)(l), 402(f)(l)(A), and 402(a)(3) of the Act). The introduction or 
delivery for introduction into interstate commerce of any food that is adulterated is 
prohibited (section 301(a) of the Act). 
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Please contact us if we may be of further assistance. 

Sincerely yours, 

P i.. ohn B. Foret 
Director 
Division of Compliance and Enforcement 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, New York District Office, Office of Compliance, HFR-NE140 
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L  1  N e w  York  Hea l thy  Herbs  Inc.  

1 3 5 - 2 3  40*  R o a d  S te . 2 F  F lush ing,  N Y  1 1 3 5 4  
Tel:  7 1 8 - 8 8 8 - 1 9 9 7  Fax:  7 1 8 - 3 2 1 - 1 4 5 5  

F o o d  a n d  D r u g  A d m inistrat ion 
Div is ion o f C o m p l i a n c e  a n d  E n fo r c e m e n t/O N P L D S  
C e n ter  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tri t ion 
H F S - 8 1 1  
2 0 0  C  S treet, S W  
W a s h i n g to n , D C  2 0 2 0 4  

E G E E V E  
S E P  2  7  2 0 0 2  

S e p t. 1 5 th , 2 0 0 2  

D e a r  S ir o r  M a d a m : 

P u r s u a n t to  S e c tio n  6  o f D S H E A  a n d  in  acco rdance  wi th 2 1  C F R  S e c tio n  1 0 1 .93(a)(2) ,  
th e  fo l low ing  is a  n o ti f icat ion to  F D A  th a t w e  wi l l  b e g i n  to  m a r k e t a  d ie tary  s u p p l e m e n t 
in  th e  U .S .A . 

(1)  T h e  d ietary  s u p p l e m e n t’s n a m e  is Y O U T H  P L U S  for  w o m e n . 
(2)  T h e  text  o f th e  f? m c tio n /stntcture s ta tement  o n  its labe l  o r  labe l ing  is: A  

d ie tary  s u p p l e m e n t th a t he lps  w o m a n  to  revi ta l ize he r  b o d y ’s fe m i n i n e  
act ivi t ies a n d  e n e r g y . Th is  s ta tement  h a s  n o t b e e n  eva lua ted  by  th e  F o o d  a n d  
D r u g  A d m inistrat ion. Th is  p r o d u c t is n o t i n tended  to  d i a g n o s e , treat, cu re  or  
p r e v e n t a n y  d isease.  

(3)  T h e  d ietary  ingredients :  G inseng,  B l o o d  Tonics,  P r e p a r e d  R e h m a n n i a  R o o t, 
R e h m a n n i a  R o o t, C h i n e s e  C i n n a m o n  Bark ,  Dr ied  G inger ,  S p i n y  A m o m u m  
Fruit, T ree  P e o n y  Bark ,  In d i a n  B r e a d , W a ter -p lanta in  Tuber ,  D o g w o o d  Fruit, 
H u m a n  P lacenta,  L icor ice  R o o t, R o u n d  C a r d a m o m , B i g h e a d  A tracty lodes 
R h i z o m e . 

(4)  N a m e  a n d  address  o f th e  m a n u facturer:  
N e w  York  Hea l thy  Herbs  Inc.  
1 3 5 - 2 3  40*  R o a d  S te . 2 F  F lush ing,  N Y  1 1 3 5 4  

T h e  u n d e r s i g n e d  cert i f ies th a t th e  in format ion c o n ta i n e d  in  th is  n o t ice is c o m p l e te  a n d  
accura te  a n d  th a t N e w  York  Hea l thy  Herbs  Inc.  h a s  substant ia t ion th a t th e  s ta tement  is 
truthful a n d  n o t m is lead ing.  T w o  cop ies  o f th is  n o ti f icat ion a re  enc losed .  

P lease  c o n tact  m e  if y o u  h a v e  a n y  q u e s tio n  per ta in ing  to  th is  n o tif ication. 

S incere ly  yours  

Hu i  F e n  L i  
P res ident  


